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Eye Surgery Instruments SectionaJ Committee, CPDC 27 



FOREWORD 

This Indian Standard ( Second Revision ) was adopted by the Bureau of Indian Standards on 21 April 
1989, after the draft finalized by the Eye Surgery Instruments Sectional Committee had been approved 
by the Consumer Products and Medical Instruments Division Council. 

This standard was first published in 1968 and subsequently revised in 1979. The present revision has 
been taken up to include certain modifications in order to bring the specification in line with the 
modern manufacturing practices. A tolerance clause, covering the reference of concerned Indian 
Standard and clauses on general finish, surface finish, passivation and final treatment have been added. 
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Indian Standard 

EYE SURGERY INSTRUMENTS — KNIFE, 

CORNEAL SPLITTING, LANG'S AND TOOKE'S 

PATTERN ( MODIFIED ) - SPECIFICATION 

( Second Revision ) 



1 SCOPE 

1.1 This standard covers the dimensional and 
other requirements for corneal splitting knife, 
Lang's and Tooke's pattern ( modified ) used in 
eye surgery. 

2 REFERENCES 

2,1 The following Indian standards are necessary 
adjuncts to this standard: 



IS No. 

IS 2102 
(Parti): 1980 



IS 3318 : 1965 



IS 4827 : 1983 



IS 7531 : 1975 



Title 

General tolerances for dimen- 
sions and form and position : 
Part 1 General tolerances for 
linear and angular dimensions 
( second revision ) 

General requirements for surgi- 
cal scalpels and knives 

Electroplated coatings of nickel 
and chromium on copper and 
copper alloys (first revision ) 

Method for boiling and auto- 
claving test for corrosion 
resistance of stainless steel 
surgical instruments 

3 SHAPE AND DIMENSIONS 

3.1 The shape and dimensions shall be as shown 
in Fig. 1 and 2. 

3.1.1 The tolerance on dimensions of working ends 
shall conform to 'fine' class of deviation and the 
tolerance for remaining dimensions shall conform 
to 'medium' class of deviation of IS 2102 ( Part 1 ) : 
1980. 

4 MATERIAL 

4.1 The corneal splitting knife shall be made of 
the following material: 

a) Blade, stainless steel conforming to 2.4 of 
IS 3318 : 1965 

b) Handle, conforming to 2.5 of IS 3318 : 1965. 



5 REQUIREMENTS 

5.1 The surface of the knife shall be free from 
defects, such as, burrs, pits, cracks, feathers and 
nicks and waviness, when examined under 60 X 
magnification. 

5.2 All edges shall be even and rounded off except 
for the cutting edge which shall be sharp. 

5.3 The cutting edge of the knife shall be central 
and in one plane passing through the centre of the 
handle. 

5.4 The handle shall be finished smooth. 

5.5 The brass and nickel silver handles shall be 
plated chromium over nickel and the plating shall 
conform to Service Grade No. 2 of IS 4827 : 1983. 

5.6 All surfaces shall be free from pores, crevices 
and grinding marks. The instruments shall be 
supplied free from residual scale, acid, grease and 
polishing materials. Compliance with these require- 
ments shall be checked by inspection using normal 
vision. 

6 HARDNESS 

6.1 The blade of the knife shall be uniformly 
hardened and tempered to give hardness of 700 to 
800 HV. 

7 PASSIVATION AND FINAL TREATMENT 

7.1 The instruments shall be treated by a suitable 
passivation process. 

NOTES 

1 Examples of methods of passivation are by 
electropolishing or by treating with 10 percent ( v/v ) 
nitric acid solution for not less than 30 minutes at a 
temperature of not less than 10°C and not exceeding 
60°C. The instruments should then be rinsed in 
water and dried in hot air. 

2 If the joints are lubricated, the lubricant shall be 
non-corrosive and suitable for medical application 
according to the relevant national pharmacopoeia. 
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All dimensions in millimetres 
Fig. 1 Knife, Eye, Corneal Splitting, Tooke's Pattern 
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AH dimensions in millimetres 

Fig. 2 Knife, Eye, Corneal Splitting, Lang's Pattern ( Modified ) 
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8 SURFACE FINISH 

8.1 The surface finish shall be one of, or a com- 
bination of the following: 

a) Mirror polished; 

b) Reflection-reducing, for example, satin 
finish, matt black finish; 

c) An applied surface coating, for example, for 
insulation purposes. 

NOTES 

1 The satin finish should be effected by an appro- 
priate procedure, such as, grinding, brushing electro- 
polishing, and in addition satin finishing ( glass 
beading or satin brushing ). The finish should be 
uniform and smooth and it shall reduce glare. 

2 Instruments of mirror finish shall be adequately 
ground to remove all surface imperfections and poli- 
shed to remove grinding marks, resulting in a mirror 
finish. The mirror finish should be effected by an 



appropriate procedure, such as, pcli&hing brushing, 
electropolishing, and mirror buffing. 

9 TESTS 

9.1 Corrosion Resistance Test 

The knife shall satisfy the boiling and autoclaving 
test as specified in IS 7531 : 1975. 

10 MARKING 

10.1 Each knife shall be legibly and indelibly 
marked with the manufacturer's name, initials or 
recognized trade-mark in such a way that it does 
not in any way impair its functioning. 

11 PACKING 

11.1 The knife shall preferably be individually 
packed in suitable cartons, so that the cutting edge 
does not get damaged in handling. 



Standard Mark 

The use of the Standard Mark is governed by the provisions of the Bureau of Indian 
Standards Act, 1986 and the Rules and Regulations made thereunder. The Standard Mark on 
products covered by an Indian Standard conveys the assurance that they have been produced 
to comply with the requirements of that standard under a well defined system of inspection, 
testing and quality control which is devised and supervised by BIS and operated by the 
producer. Standard marked products are also continuously checked by BIS for conformity 
to that standard as a further safeguard. Details of conditions under which a licence for the 
use of the Standard Mark may be granted to manufacturers or producers may be obtained 
from the Bureau of Indian Standards, 



Bureau of Indian Standards 

BIS is a statutory institution established under the Bureau of Indian Standards Act, 1986 to promote 
harmonious development of the activities of standardization, marking and quality certification of goods 
and attending to connected matters in the country. 

Copyright 

BIS has the copyright of all its publications. No part of these publications may be reproduced in 
any form without the prior permission in writing of BIS. This does not preclude the free use, in the 
course of implementing the standard, of necessary details, such as symbols and sizes, type or grade 
designations. Enquiries relating to copyright be addressed to the Director ( Publications ), BIS. 

Revision of Indian Standards 

Indian Standards are reviewed periodically and revised, when necessary and amendments, 11 any, are 
issued from time to time. Users of Indian Standards should ascertain that they are in possession of 
the latest amendments or edition. Comments on this Indian Standard may be sent to BIS giving the 
following reference: 

Doc : No. CPDC 27 ( 1968 ) 
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